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Remarks 

Reconsideration and vvsthdrawal of the rejections set torth in the final Off ice Action 
6&ie^ fvlaroh 7, 2011 are respectfully requested. 

Doubie Patenting Rejecijona 

Ciairr^s 1-38 and 40-60 were provisionally rsiected under tlie judiciaHy created 
doctrine of obviousness-type dcubie patenting as aiiegediy unpateniabio over c-iosms 5b 57 
59 61 arKi Bo- iO;"" of co pending U S. appiscation 10/137,664 in view of Tapoisky et , WO 
98/55312, Hereafter Tapoisi^y'". 

Ciaims 1-38 and 40-60 were provisionally rejected under the judiciaHy created 
docfnne of obviousness-type double patenting as allegedly unpatentable overcialrr?® 1,2, 
7-9, 14--19, 21, 23-24, 46, 53, 56-61 and 63-71 of co-pending U,S. application 

10/359,548 in vrew of Tapoisky. 

Claims 1-38 and 40-60 were provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as allegedly unpatentable overclaims 1-4S 
of co-pending U.S. appiication 10/848,538 ;n view of Tapoisky, 

Claims 1-38 and 40-60 were provisionaliy rejected under the judicially created 
doctrine of o;;v;ousne5s-type douOie p3:-o--vJng as aiiegediy unpatentable overclaims 1-65 
of co-pending U.S. appiication 12/4S10S8 in view of Tapoisky, 

These rejections are traversed for the following reasons. 

A- Legal Standard 

in detemiining vxiiether a nonstsutory basis exists for a double patenting rejection, the 
first question to be asked is - does any claim in the application define merely an Invention that 
is Osoreiy an obvious variatior^ of an invention claimed in the patent?. UP.E.P. 804 II.S.1 . 

A double patenting rejection of the obviousness ^>^pe is analogous to a failure to meet 
thw rionobviousness requirement of 36 U S.C. § 103 except that the pateni. principally 
underlying tiie doubie patenting rejection is not considered prior art. i\lP.E,P. 804 ii.B.1. 

81 . Meetiiiq the Lectal Standard: Rejection over U.S, applications 10/137,664, in 
MliwofJjMi§ISy 

The instant pending claims relate to, inter alls, a hydrogel film on a backing rnerr^ber, 
wherein the backir^g rriember erodes ai a rate slower than the hydrogel fiim when placed in 
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a niobt environment. 

The ciaims in co-pending U.S. application 10/137,664 (hereafter ^^o-pending '664 
application') are directed to a hydrogei composition cofTiprised of an acrylate copolymer and 
a blend of a poly(N~¥lnly lactam) with an oligomer. 

Because the claims In the co-pending '664 application are silent as to erosion of the 
hych ogel «nd are silent as to erosion of a backing rnerrsber, the Examlrier looks to Tapoisky 
to- it» 'ea;-..;;:ng of a bioadhesive device, wherein the adhesive layer and the backing layer 
are both erodibse 

However Tapoisky fails to show or suggest an arrangement whereirs the backing 
member erodes at a rate siower than the hydrogei film when placed in a moist environment. 
Tapoisky notes that the kinetics of erodabllity of the device can be varied based on the 
components in films and the thickness and number of layers in the device (page 7, lines 6- 
12). Tapoisky, however, does not contemplate that the non-adhesive film (or backing 
member) erode more slowly than the adhesive layer, and expressly states otherwise In the 
passage at page 10, lines 7-13: 

: ^ ^ < V. " ^ . ^ V. C(ji-»b. 'c ■.--v v^'d.'ve-^. s.te and v^^hich 

vviii iiave a ^.^io-A-er erosion time, gsven that the backing layer protects the interior, 
adhesive iayer and vvili typically erode first 

Thus, Tapoisky contemplates that the backing layer erodes before the adhesive 
layer, exactly the opposite of what is claimed. Accordingly, oomblnation of the hydrogel 
composition as claimed in the co-pending '664 appliGatlon wHh the erodibie backing of 
Tapoisky fails to show or suggest a polymer/backing composition wherein the backing 
member a slower ?aie of erosion than the hydrogel layer. Accordingly, withdrawal of the 
rejection is sejipecttuiiy requested. 

'-^'^ ' ^ S.^\i-^o Sv^ef ^ n ow ^ H\ ^c-' \\ - , 

The claims in co-pendmg U.S. application 10/359.548 (hereafter "co-pending '546 
appii;"a?i0ivn are directed to a liquid composition that forms a film upon application to teeth. 
Tiie liquid composition comprises polymers dissolved in a water-alcohol solvent. The 
hydrogel film lhat forms upon evaporation of the alcohol is "insoluble or slowly soluble" in 
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saliva. 

The Examiner asserts it would be obvious to take the composiiion as claimed in the 
co-pending '548 application and combine it wit.ii the erodible backing of TapolsKy to arrive at 
the claimed con^position. This rejection is mispiaced, because it is not clear liow the w-sfe.-- 
alcohol liauid comoosition as claimed in the co-pending '648 apr^hcation can be cornbsned 



0 ^ is. ce *>^e l;ac''.,rg disc osea oy ""a^-o'Si^^ s ^y^v^^ wte -^vo^. u 
e^.' DCSit 0" 's -^0 ar ot>v lus \aria*ion of **"e c a rr e i the «o~pe 9 o48 
,n,'=i •< ne j'«sc<0bi.'"e FapO'So aro withd'-a v:: o* f^e "-eirctic^ is '"c<^p*=>vt*v. v 



B3. MgMlncibe.y?gal..SMndaM. . Reject over J S. appilca[5 on 10/848,538 in ylevy 

^ \ X . "-t -r r- ^ \ p ^ - --^ c M ' \ J tv^S 

<: 0 V - Ov N ^ ' cr^ acryiate poiymer thai ;S insoluble 

in \^fater at less than pH 5.5 and a second acryiate polymer that Is Insoluble in water 
independent of pH. Because the claims In the co-pending '538 application are silent as to 
erosion of U^e composition and are silent as to the existence of a backing member, and, 
therefore, necessarily silent as to Vi?hether the backing member erodes or not< the Examiner 
looks to l apolsky for Its teaching of an bloadhesive device, wherein the adhesive layer and 
the backing layer are both erodible. 

AppHcanis submit that the v-jombinatlon of the claims of the co-pending '638 
appiication with she teaching of Tapolsky does not render the instant pending claims 
obvious, lor ai least the roiiov^'ing reasons First, the composition claimed in the co-pendiriO 
■538 application comprises an acjyiate polymer that is insoluble in water at certain pHs and 

composition could be modified to be water erodible, given the polymers are water insoluble. 
Thus, it Is not clear how a skilled artisan would modify the composition as claimed In the co- 
pendmg '538 application to be erodible, in accord with the suggestion in Tapolsky of a 
device that has a water-erodlble polymer layer. Any modification to the composition 
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ciaimed in the co-pending '538 application that renders it water soiubie so that st is water- 
erodibie, as suggested by Tapoisky, would xetKier the composition claimed in tiie co- 
pending '538 application inoperable for its intended purpose since the composition 
expressly requires water Insoluble polymer. 

Second, to Uie extent the Eixarniner proposes combinsno jiiS; the erodible backing 
from the teaching of Tapoisky with the composition in the co-pending "538 application, this 
combination would not arrive at the claimed compcsstsan Trie combination of the 

devioe wherein the backing iayer is erodibie yet the con--pos;tion is nol because.^ of its water 
insoiubie polymer. Thus, the combination does not arrive at the claimed composition, and 
certainly does not arrive at a composition wherein the backing member erodes at a rate 
slower than the hydrogel Mm when placed in a moist environment. In fact, the combination 
would achieve a conrposition wherein the backing member erodes faster than the 
composition •■ the exact opposite of what is claimed. 

.Accordingiy. the pending cialms are not an obvious variation of variation of the claims 
In the co-pending '538 application, and withdrawal of the rejection is respecifuily requested. 

=^ 'Vc. . . s \ ^ . \ ^ , - ^ g -^ae 

appiK:ai;on, should the Examiner decide to maintain the rejection. Applicants request that 
the Office hold this rejection in abeyance until claims in tnis or the co-pending '538 
appiication are found allowable. In the event ihat a provisional obviousness-type double 
patenting rejection Is the only rejection remaining In this application, .Applicants request that 
the rejection be withdrawn pursuant t© MPEP S04 i.B.1. as the psBsent appilcatlon Is the 
earlier filed application. 

B4, Meetinc the Legal Standard: Rejection over U.S. aoolication 12/491.088 in view 

Ti-e claims in co-pending U,S application 12./491.088 (hereafter "oo-pending "008 
appiicanon") are directed to a hydfogei composition Gompdsing a discontinuous 
hydrophoi.iic phase and a i'sydrophiik';- phase thai is either continuous or discontinuous. 
Because the claims In the co-pending '088 appilcatlon are silent as to erosion of the 
hydrogel and are silent as to the existence of a backing member and therefore necessarily 
silent as to whether the backing member erodes or not, the Examiner looks to Tapoisky for 
its teaching of an bioadhesive device, Vv/hereln the adhesive layer and the backing layer are 
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Apphcant>3 submit that the coniblnation of the cteims of the co-pending '088 
appiscation with the teaching of Tapolsky does not render the instant pending claims 
obviouS: for at seasi the following reasons. First: the hydrogei con-ipo$ition cfsifY^ed in the 
co-pending '088 appiicatton comprises a hydrophobic phase of a hydrophobic pciy;T>er. a 
plasiicizer and a jaci<ify1ng resin. These rrsatenals, especsaily ihe hy-.rophobic poiynser and 

\ V \ o ^ ^ e 3 ' ^ " e 2 * ^> -^<? 0 <^ a \ o e 

expected to oe erodiiale no-" eaa.-iy nnodifiea a way to rersder if^erri erodioie. i'lvus, it is not 
clear now a si^iited artisan vvouid modify the hydrogei composition as csain^ed in the co~ 
pendirsQ ~08B application to be erodibie, in accord with the suggestion in Tapoisky of a 
device that has a waier-erodibie polymer layer. Any modification to the hydrogei 
composition claimed In the co-pending '088 application that renders it water soluble so that 
ii Is water-erodibfe, as suggested by Tapolsky, would render the hydrogei composition 
j^' . 5- " V ' ^ ^0 pef^d na 083 aopl c^jo > no^eraoie *or ts ntended ou'-oo&c 

^wC^ o *"eexter*t'^eEx'5T' osOD OSes oo'^brsro "sM^cc'd -^--^K ^ 



otr^ ^ c at v^e c.a "^"ea cotIwOs. son aio cc ta i!> oo«=^s o^ a f«vw « o 
■^-s o-^ \he 0 " *ne oacks^^g mw-^^^e ©"-odes at a ra¥ slower ra?" hvo r^e r 
f- c vcc - " 0 envron -^^-^r n fac^ the comNiat o'* >fi.ojic sc^ieje a com o« 
" c ' e"^bef efooes *as e tha-' lyc, og-*' n *hf exac f^o^' fcs'f* ^ 

St is ciaimeo. 

3 e "-n obisrus -^rrion o^^varatf^^r ^* - 

-^i !- ^e ^-iw-.-^^-^ ^ 

- ^ 0 c5 ovvaolfc f the everMlat a ..fo^fis oral ODx.'ousness voc a-)jN<^ 
•^-^ e~c c-^ 10 01 v ""C'^r-^ e^vrnQn b b ap*^ v.-* ic' ■'hcanis^ eovest 
V ^ ~ 0 au" P ' & a * o r> oD4 ' 3 " ♦^e ores"-" i-^ i^d »e 
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1 35 U & C § 103 Rejections 

C.a*n>s 1-38 40-41, 46-49 and 60 were rejeGted under 35 U.S.C. § 103 as altegediy 
unr-^terstao^c over ^apolsky in vievi/ of Roreger et a!., U.S. Patent No. 6,456:745, hereafter 

^ 4 o'iC- 50--59 were rejected under 35 U.S C § 103 as aHeoedly 
»:.>\ v.v '"'-^.olsky in view of Roreger and further sn v-e^v of Ye et as., WO 

01/01968, hereafter ^Te." 

Csairns 50-69 were rejected under 35 U S.C. § 103 as allegedly unpatentable over 
Ye In view of Tapolsky. 

These rejsctior^s are respectfuHy traverseti 

A. The Cited Art 

lAf-OLSKY' describes a delivery device for application to mucosal surfaces, the device 
con-;pnsinQ an adhes-ve iayer and a backing layer Both the adh^assve iayer .'v^d £hc racking 
iayer are vvaier-erodibie, Tapoisky states that the adhesive iayer has a slo^^-e^' eros on tirrie 
than the backing iayer (page 10, lines 9-13), 

describes a gei-fiim comprised of an anionic polymer and a cationic 
poiy?^^er that has good mechanical stabslity {Coi. 2, iines 1 1-14; Col. 3, line 43). The gei-fiim 
is based on the presiiise of using a voiative additive that prevents the anionic polymer and 
cationic polymer, which have opposing charges, from reacting during the forrnulation 
process (Col. 3, lines 16-23). 

Ye discloses an oral care delivery system comprised of a removable backing strip 
and a composition of an organoslio-xar^e resin, a rheoiogy modifier and an oral care 
substance. T he oral care composition remains on the oral surface after the bacKirjg sinp is 
removed. 

B- t^S§i.Btandard 

To snppost an obviousness rejection: MPEP §2143.03 requires "all words of a claim 
to be considered" and MPEP § 2141,02 requires considervation of the ■■[daimsedj invention 
and prior art as a whote," Further, the Board of Patent Appeal and Interferences recently 
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confirmed that a proper, post-KSR obviousness deteiTninatbn still requires the Office make 
"a searching comparison of the claimed Invention - including all ite limitations - with the 
teaching of the prior art." In re Wads and Murphy, Appeal 2007;... 3733, citing /n re Ochiai, 
71 F.3d 1565. 1572 (F-ed, Clr. 1995) and CFMTv. Yieidup intern, Corp.. 349 F.Sd 1333, 
1342 (Fed. Cir. 20Q3). it remains weil-settled law that an obviousness rejection requires a 
suggejsfion of s// of the clahr? elements. 

An invention "composed of severs; elements is not proved obvsous merely by 
domonslr«yr:g thai each of Its elements was, independently know in ihe prsor art, .KSR /r.i^^ 
^ ^ V \ 55C S. 3S8, 418 (2007). "Ofien it w;ll be necessary ..to looi< io 
Inierreiated teachings of multiple |refe-rences],,..and the background Knowledge possessed 
by a person having ordinary skill in the art, all In order to determine v/hether there was an 
apparent reason to combine the known element in the fashion claimedf,,]" Id, "[flhls 
analysis should be made expilcit:" and it "can be important to Identify a reason that would 
have prompted a person of ordinary skill In the relevant field to combine the elements In the 
way the claimed new Invention does." Id. "We must still be careful not to allow hindsight 
reconstructior- of refe;'er;ce« io reach the claimed invention vvithoL't a;iy expianaiion as to 
how or why the .references would be combined to produce the claimed invention." 
Innogen^tics, N.V. v. Abbott Labs., 512 F.3d 1363, 1374 n.3 (Fed. Clr. 2008). 

CI - yeetinq the Legal Stan dar d: Rej ections based on Taoolskv In view of R oreaer. 
with.or wjthout.Ye 

The Examiner asserts that it would have been obvious to provide a delivery device 
with an erodible backing layer and a polymer layer with active agent as taught by Tapolsky.. 
and replace the polymer layer with active agent with the translucent composition taught by 
Rofeoer, x^v'hich is a water-swellable polymer, PVP and oligomer composilion. because this 
film has good mechanical stability in swollen condition, high water absorption handiing 
st-abihty Office action, page 13 llrses 2-12). .Applicants respectfully submit that thss 
proposed combination of teachings fads to show or suggest the claimed ooir;position and a 
pri-T:a focie case of obviousiiess nas iherefore not been esiapiished 

The ciaimed composiiion Includes, inter alia, a tiydrogel film on a backing member, 
wherein ine backir^g member erodes at a rate slower than the hydrogel film when placed m 
a moist envin:>nment. 
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This feature of a backing rnefriber erodes at a rate slower than the hydrogef tlim 
whe.n placed in a trjoist environment is not show or suggested by sither Tapolsky or 
Roreger, aione or in combination. Tapolsky describes an erodibie device comprised of an 
adhesive film and a r^on-adhesive filrn (backing member), Tapolsky notes that, the kinetics 
of srodablNty of the device can be varied based on the components m films and the 
thickness and nun-iber of layers In the device (page 7, lines 6--12). TapDlsl-;y, ho<.;-jever, does 
not contemplate tiiat the non-adhesive film (or backing member) erode more slowly than the 
adhesive layer, and e.xpressly states otherwise in the passage at page 1C.I lines 7-13; 

llie pharnnaceiitical corr-ponent may be included in either layer, although psefer ably, 
it is i.nciuded In the adhesive layer, which is closest to the treatment site and whsch 
will have a slower erosion tirne, given that the backing layer protects the interior, 
adhesive layer and will typically erode first. ' 
Thus, Tapoisky contemplates that the backing layer erodes before the adhesive layer, 
exactly the opposite of what Is claimed. 

There is nothing suggested in the cited documents, or by the Examiner in proffering 
the rejection, as basis for rnodifying the backing member to have a slower rate of erosion 
^ - ' » :; f vie s 0 fc ^ \ 

has not Peen established, and v,vlthdrawal of the rejection based on the combined teachings 
of Tapolsky and Rorerger, with or without Ye, is respectfully requested. 

C2. ivleetlno the Legal Standard: Rejection b aMd on; Ye in yjew of Tapolsky 

The Examiner asserts that it wouicf have been obvious to whiten teeth using a device 
compnsing an erodibie backing a?id whitening agent-containing layer as taught by Ye and 
replace the whitening agent-containing layer v«?ith the corrsposition taught by Tapoisky 
\ ,^ - ^ -^xrscs'^r jovrre "^vO'Dphiiic polymer and oligomer. 

This combination of teachings does not show o? suggest a device wherein the 
backing layer erodes in a rnoist environment at a rate slower than the hydrogei layer. Ye 



'For accuracy of the record, Appiicants note that the Examiner appears to have n-isfead this 
passage in Tapoisky. in the Otfioe action, in the second to iast fuii sentence on page 1 1 , the 
^ s - . V Qv 0 "'^-polsky, Tiie adhesive layer containing tiH^ aciivft age- xf.-:i: 

erode first and tise backir^g layer has siower efoslors time as it provides protection to the driis 
containing iaye? (page 10, lines 7-10)." This incorrectly summarizes what Tapolsky actually states. 
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does not disease this claimed feature., and is utterly silent as to erosion. One must, then, 
look to Tapolsky for the 'erosion" feature. .As discussed In Section C1 above, Tapolsky 
provides a general teaching thai the kinetics of erosion of the device as a whole can be 
varied, by tailoring the components in the layers, the thickness of the layers, etc. The only 
passage in Tapolsky that describes erosion of the layers indivldualiy describes erosior; of 
the backing iayer al a rate faster than the adhesive layer ~ e.Kactiy Ute opposite of what is 

composition Hiat the backing layer erodes in a moist environfTient at a rate slower than ihe 
hydrogel layer. Withdrawal of the rejection is respectfully requested. 

For the sake of accuraey of the record, Applicants wish to clari^/ the following 
sentence set forth on the Office action on page 11, lines 1-3 and on page 20, lines 9-1 1 : 
The adhesive layer further comprises polyethylene glycol, dihydroxy-potysthylene 
giycoi and butyienes glycol up to 20%, which are the claimed oligomers (page 13. 
lines 10-14; page 14, lines 21-24; page 20, lines 5-11). 

in fact. Tapolsky in the passage at page 13. lines 10-14 cites that cross-iinking 
^ " s V. ^ ' Ov -^--i!" ' *^ s -N V... :^ oc'v^iet 0 * ic s^,^ ve 

layer, v^,'nere the cross-linKing agents "may include glyoxal, propylene glycol, glycerol, 
dlhyd.ro.xy~polyethylene glycol of different sizes, butylene giycoi, and eorrsbinations thereof." 
The cross "linking agents do not include polyeihylene giycoi, nor is It stated that these 
agents can be up to 20%, Tapolsky in fact states that the maximum amount of a cross- 
iinking agent should not exceed 5% molar equivalent of the polymeric material (page 1 3, 
lines 13-16). 

The passage at page 14, lines 21-24 in Tapolsky is directed to plastlc;zers that can 
be iiiciuded in the adhesive film, and recites a listing of suitable piastlcizers. T he passage 
at page 20, ii--5es 5~ 1 1 in Tapolsky relates to methods of manufactui-inc ihe adhesive layer 
or device of Tapolsky by dissolving os' suspending the co?-iponents in a soivent, Tapolsky 
s?.afes that ihe "Hnai soivent content is not iriore than abotit 20, preferably nol more than 
about 15....% by weight of the total device." The Examiners paraphrasing of these lh:ee 
passages together implies something Tapolsky In fact does not teach - a compositior? with 
a poiyethyleneglycoi component at 20 wt% This error or incorrect implication is not 
material to the rejection at hand, or to Applicants' grounds for traversing the rejection, it is 
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corr9C;ef3 here for sake of ciarity of the record and to ensure ali parties understv^snd the 
teaching of Tapolsky and realize that Hbertiss In whsst a cited docurrsent teaches or suggests 
should not be unfairly taken in assessing patentability. 

^V. ConcJi|s.ioD. 

in view of ti^e above, eacri of th-s presently pending claims in this application is 
tseiieved to be ir- condition for aiiowance. Favorable reconsideration and allowance of the 
pendir^a claims is respectfully requested. 

If the Examiner has any questions or perieves a telephone conference would 
expedite prosecution of this application, the Examiner is encouraged to call the undersigned 
at C650) 590-0734. 

Respectfuliy submitted, 

Date: June 3, 2011 /Judy Mohr/ 

Judy Ivl Mohr 

Correspondence Address: Registration No. 38,563 

Customer No. 78975 
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